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Metal/Metal Hip Reclassification Petition 09:29 Wednesday, November 15, 2000 w 
Distribution of Age by Device 

Table 2 

L 
S 

A 

s 

C 

L 

Age Decade (Years) 

t- n 

1 
20-29 Xl-39 40-49 50-59 60-69 70-79 80-89 Total I 

'TUDY I Device Type 

Metal Liner 

Poly Liner 

i= 

Metal Liner 

Poly Liner 

391 17.91 761 3n.71 591 26.4 251 11.4~ 01 ,I 2191 

I 
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Met&/Metal Hip Reclassification Petition 09:29 Wednesday, November 15. 2000 

TUDY Device Type 

Metal Liner 

Poly Liner 

Metal Liner 

Poly Liner 

Metal Liner 

Poly Liner 

Height by Device 
Table 4 

,’ 

/ 
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Metal/Metal Hip Reclassification Petition 
Weight by Device 

Tabie 5 

09:29 Wednesday, November 15, 2000 G 

STUDY Device Type 

A Metal Liner 

Poly Liner 

I3 I Metal Liner 

t 
IPoly Liner 

c I Metal Liner 
I 

I Poly Liner 

--l-- # Mean 

Weight (Pounds) 

Standard 
Minimum Maximum Deviation 

53 330 47 

47 311 43 

110 240 28 

125 396 44 z 

95 300 43 

,’ 

/ 

x:\clinical\sasusers\mas\momreclass \sasprogs\demoall2,sas 
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Metal/Metal Hip Reclassification Petition 
Distribution of Device by Diagnosis 

Table 8 

09:29 Wednesday, November 15, 2000 G 

I 

I Device Type I Device Type I Device Type 

Metal Metal Metal Metal Metal Metal 
Liner Liner Poly Liner Poly Liner Liner Liner Poly Liner Poly Liner Liner Liner Poly Line1 Poly Line1 

Count Count Count Count Count Count Count Count Count Count Count Count 
I 

Diagnosis I 

AVASCULAR NECROSIS 29 33 12 Id 

CRYSTALLINE AATHROPATHY 1 

DEVELOPMENTAL HIP DYSPLASIA 8 0 8 

DIASTAOPHIC VARIANT I 1 

LEGG PERTHES 2 2 

OSTEOARTHRITIS / 184 152’ 74 75 7: 

OTHER 1 1 

OTHER - DETAIL 4 
1 I I I 1 I I 

(CONTINUED) 

x:\clinical\sasusers\mas\momreclass\sasprogs\demoall2.sas 
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Metal/Metal Hip Reclassification Petition 
Distribution of Device by Diagnosis 

09:29 Wednesday, November 15, 2000 8 

Table 8 , 

biagnosis 

‘OST-TRAUMATIC ARTHRITIS 

'ROTRUSIO ACETABULUM 

LIPPED CAPITAL FEMORAL 
PIPHYSIS 

UBCAPITAL FRACTURE 

otal I' 

STUDY 

A B C 

Device Type Device Type Device Type 

2 

3 2 1 

4 

219 208 87 97 

‘01~ Liner 

Count 

7 

3 

1 

97 

x:\clinical\sasusers\mas\momreolass\sasprogs\demoall2.sas 
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Table 7 h 

itudy 

219 I 208 

87 

97 97 

403 303 otal. , 
I I 

Total 

Count 

426 

87 

194 

706 

x:\clinical\sasusers\mas\momreclass \sasprogs\demoall2,sas 



Metal/Metal Hip Reclassification Petition 
Age Range by Device for 24+ 

Table 8 

09:47 Wednesday, November 15, 2000 

Age (Years) 

w/ 

12 

=I 12 

9 



99 

a 
m
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Metal/Metal Hip Reclassification Petition 
Distribution of Device by Gender for 24+ 

09:47 Wednesday, November 15, 2000 G 

Table IO 

Female Male Total I 

TUDY 

Count % Count % Count 

Device Type 

Metal Liner 20 

Poly Liner 18 

Metal Liner 17 



, 

Metal/Metal Hip Reclassification Petition 
Height by Device for 24+ 

Table 11 

09:47 Wednesday, November 15, 2000 t.z 

Device Type 

Metal Liner 

Poly Liner 

Metal Liner 

Poly Liner 

Metal Liner 

Poly Liner 

Height (Inches) 

42 89.5 80 77 4 
- 

: : 
;.. 

,.” ‘, ‘.’ i 
. . . . : . 



Metal/Metal Hip Reclassification Petition 
Weight by Device for 24+ 

Table 12 

09:47 Wednesday, November 15, 2000 % 

Weight (Pounds) l---r # Mean I Minim,-/ 

TUDY - Device Type 

Metal Liner 41 189-f 
I I 

Poly Liner 48 189.L 

Metal Liner 42 178.: 

Poly Liner 

Metal Liner 39 208,l 

Poly Liner 42 200.9 

/ 
53 283 48 

I 47 311 48 

I 121 238 24 

x:\clinical\sasusers\mas\momreclass\sasprogs\demo25-2.sas’ 
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Metal/Metal Hip Reclassification Petition 
Distribution of Device by Diagnosis for 24+ 

09:47 Wednesday, November 15, 2000 

r- 
I I 

liagnosis 

VASCULAR NECROSIS 9 9 

1EVELOPMENTAL HIP DYSPLASIA 

‘IASTROPHIC VARIANT 

EGG PERTHES 

STEOARTHRITIS 

THER / 

THER - DETAIL 

OST-TRAUMATIC ARTHRITIS 

(CONTINUED) 

Table 13 

A 

Device Type 

Metal 
Liner Poly Liner 

Count I Count 
I 

31 

STUDY 

? I*1 Device Type 

3 

5 5 4 4 
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Metal/Metal Hip Reclassification Petition 
Distribution of Device by Diagnosis for 24+ 

09:47 Wednesday, November 15, 2000 

Table 13 4 

I 
I 

STUDY I 

1iagnosi.s 

iLIPPED CAPITAL FEMORAL EPIPHYSIS 

‘otal 
, 

A I3 C 

Device Type Device Type Device Type 

Metal Metal Metal 
Liner Poly Liner Liner Poly Liner Liner Poly Liner 

Count Count Count Count Count Count 

1 

41 46 * 43 39 42 

x:\clinical\sasusers\mas\momrec lass \ sasprogs\demo25_2,sas 



Metal/Metal Hip Reclassification Petition 
Mean Harris Hip Pain Score (44 Points Max) Over Time 

lo:20 Wednesday, November 15, 2000 

Table 14 

,’ 

/ 

Interval 

Pre OP 

6 Week 

6 Mos 

12 Mos 

24 Mos 

!4+ Mas 

56. Mos 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 I;? I;? 
Mean Harris Hip Pain Score (44 Points Max) Over Time Mean Harris Hip Pain Score (44 Points Max) Over Time 

Table 14 Table 14 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 ;13 
Mean Harris Hip Pain Score (44 Points Max) Over Time 

Table 14 

Device Type 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Mean Harris Hip Function Score (46 Points Max) Over Time 

IO:20 Wednesday, November 15, 2000 z 

Table 15 

------*.--._--__________________________ ______.____________. STUDY+, ______ ________-------_________________________-------------. 



I 

Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 x 
Mean Harris Hip Function Score (46 Points Max) Over Time 

Table 15 

.* 

/ 

[nterval 

9-e OP 

3 Week 
- 

i Mos 

I2 Mos 

!4 Mos 

!4+ Mos 

16 Mos 

Device Type 

Metal Liner 

Function Score 

x:\clinical\sasusers\mas\momreclass\tables \' 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 A 
Mean Harris Hip Function Score (46 Points Max) Over Time 

Table 15 I 

--------------------------.------------.------------.-----.. STUDY+ __._.__.____.__._______.____.____-----------.---.----------- 

Device Type 

I 
Function Score 

Poly Liner 

Function Score 

# Mean STD 

91 27.2 7.6 

70 41.7 6.2 

52 43.7 4.0 

37 42.5 5.7 

42 43.2 4.4 

22 43.5 4.0 

2 39.0 9.9 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 F? 
Mean Harris Hip Total Score (100 Points Mai) Over Time 

Table 16 

, 

X \clinioal\sasusers\mas\momreclass\ tables\evtab2,sas 

nterval 

re OP 

Week 

Mos 

2 Mos 

4 Mos 

4+ Mos 

3 Mos 

Device Type 

Metal Liner 

Total Score Total Score 

# Mean STD # 

205 44.1 12.4 

169 74.6 11.9 

144 90.3 11.7 

107 93.4 9.7 

37 95.0 9.6 

38 95.1 9.5 

1 97.0 

IQ! 
- 
151 
- 
12’ 
- 
10’ 

44.6 12.t 

41 
- 
41 

Poly Liner 



Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 R 
Mean Harris Hip Total Score (100 Points Max) Over Time 

Table 16 

---------------------------------.------------.------------- STUDY+ . . . ..________“_-_._----------------------------------------- 

Interval 

Pre OP 

6 Week 

6 Mos 

12 Mos 

24 Mos 

36 Mos 

Metal Liner I 

Total Score 
I 

I I I 
# Mean STD 

81 44.4 11.7 

721 82.01 10.21 

611 90.31 9.41 

61 98.71 2..11 

X:\Clinical\sasusers\mas\momreclass\tables\evtab2,sas 



, 

Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Mean Harris Hip Total Score (100 Points Max) Over Time 

Table 16 

,’ 

/ 

Device Type 

Metal Liner 

Total Score 

I-T- # Mean 

Interval 

Pre OP 91 51.1 

6 Mos 81 93.2 

12 Mos 67 94.6 

24 Mos 30 93.6 

24+ Mos 27 94.7 

36 Mos 13 93.8 

STD 

8 .: 

8.' 

9.; 

8' *. 

7.g 

Poly Liner 

Total Score 

# Mean STD 

90' 51.7 12.t 

69 91.8 12.: 

52 95.7 7,: 

31 93.5 10.1 

a9 94.1 9.; 

16 96.4 5.C 

1 72.0 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Overall Rating Over Time 

Table 17 

IO:20 Wednesday, November 15, 2000 z 

---------------.-----.------------.------------------------- STUDY+ ____.___________________________________--------.----.------ 

Device Type: Metal Liner 1 . 

Overall Rating 

Pet 

9.5 

6 Mos 8 5.6 16 11.1 21 14.6 99 

12 Mos 5 4.7 6 5.6 7 6.5 89 83,2 

81.1 

81.6 

Total 

# 

16s 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Overall Rating Over Time 

Table 17 

IO:20 Wednesday, November 15, 2000 

-------------__---__-------.-------------------------.------ STUDY+ ____---____...______-.-..--.-----..--.----------.----------- 

Device Type: Poly Liner 

I I Overall Rating 

70 - 79 80 - 89 # Pet # Pet 

I 3 1.5 

X:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Overall Rating Over Time 

IO:20 Wednesday, November 15, 2000 62 

Table 17 

--------------------------------.-------.------------------- S’j-UDy=B __ ______.--___--__________________________----------.------- 

Device Type: Metal Liner 

Overall RatinQ 

0 - 69 70 - 79, 80 - 89 90 - 100 Total 

# Pet # Pet # Pet # Pet # 

Interval 

Pre OP 81 100.0 81 

24 Mos 1 5.0 '19 95.0 20 

24+ Mos 1 4.0 24 96.0 25 

36 MOS'J 6 100,O 6 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



‘, 

Metal/Metal Hip Reclassification Petition 
Harris Hip Overall Rating Over Time 

Table 17 

IO:20 Wednesday, November 15, ?OOO 8 

6 

Device Type: Metal Liner 

1 
Overall Rating 

0 - 69 70 - 79 80 -69 90-100 Total 

# Pet # Pet # Pet # Pot # 

Interval 

Pre OP 81 89.0 IO 11.0 91 

6 Mos 2 2.5 5 6.2 12 14.8 62 76.5 81 

12 Mos 1 1.5 3 4.5 IO 14.9 53 79.1 67 

24 Mos 2 6.7 4 13.3 24 80.0 30 

24t Mos 1 3.7 1 3.7 3 11.1 22 81.5 27 

36 Mos 1 7.7 3 23.1 9. 69,2 13 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Overall Rating Over Time 

Table 17 1 

lo:20 Wednesday, November 15, 2000 

Device Type: F?oly Liner 

Overall Clnfi nn I 

I 

I I I I I I I I 

24 Mos 2 6.5 1 3.2 4 12.9 24 77.4 31 
I I I I I I I I I I 

1 3.4 1 3.4 4 ,13.6 23 79.3 29 

x:\clinioal\sasusers\mas\momreclass\tables\ evtab2.sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Pain Rating Over Time 

Table 18 

---------------.-__--.------------------------...----------- STUDY+ ________________________________________-------.------------ 

De&e Type: metal Liner 

Pain Rating 

Totally 
Not Noted None Slight Mild Moderate Marked Disabled Total 

# Pet # Pet # Pet # Pet # Pet # 

4 1.8 65 29.7 134 61.2 16 7.3 219 

6 Week 101 51.8 47 24.1 31 15.9 15 7.7 1 0.5 195 

6 Mos 106 71.1 19 12.8 14 9.4 9 6.0 1 0.7 149 

12 Mos 81 72.3 18 16.1 7 6.3 8 5.4 112 

24 Mos 1 2.5 32 80.0 4 10.0 1. 2.5 0 2 5.0 40 

24+ Mos 1 2.4 ;33 80.5 4 9.8 I 2.4 2 4.9 41 
I 1 

36 Mos 1 100.0 1 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Pain Rating Over Time 

Table 18 

IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 
Harris Hip Pain Rating Over Time 

Table 18 

--------.-------________________________-------..----------- STUDY+ _____.____________._____________________--.--------.-------- 

Device Type: Poly Liner 

Pain Rating 

Interval 

Pre OP 

I I Totally 
Not Noted None Slight M Id Moderate Marked Disabled 

6 Week 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

# Pet 

~ 

1 0,5 

1 0.7 

Pet 

2.9 

rota1 

# 

20E 

18: 

137 

x:\clinical\sasusers\mas\momreclass\tables\evtabZ.sas 
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Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Pain Rating Over Time Harris Hip Pain Rating Over Time 

Table 18 Table 18 

IO:?0 Wednesday, November 15, 2000 IO:?0 Wednesday, November 15, 2000 % 1 % 1 

Device Type: Metal Liner 

Interval 

Pre OP 

6 Week 

8 Mos 

24 Mos 

24+ Mos 

Pain Rating 

Not Noted None Slight Mild Moderate 

# Pet # Pet # Pet # Pet # Pet 

1 1.1 1 1.1 16 18.4 

4 7.11 361 42.41 371 43.51 51 5.91 11 1.2 

6 8.3 33 45.8 26 36.1 2 2.8 5 6.9 

4. 6.0 44 65.7 12 17.9 3 4.5 4 Se.0 
I I I I I I I I I 

I 2.7 28 75.7 7 16.9 1 1 2.7 

1 2.3 :34 79.1 7 16.3 1 2.3 
/ 

8 80.0 2 20.0 36 Mos 

Pet 

12.r 

Total 

-I # 

6 87 

85 

iii 
72 

67 

37 

43 

10 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Pain Rating Over Time 

IO:20 Wednesday, November 15, 2000 2 

Table 18 

----------------.--..--------------------.------------------ STUD'f=C __._______________..____________________----------.-..------ 

Device Type: Metal Liner 

Totallv 
Total I Not Noted I None I Slight I Mild I Moderate I Marked 1 Disabled 

# Pet # Pet # Pet # Pet # Pet # Pet # Pet # 
I 

Interval 

V-e OP 1 1.0 2 2.1 1 1.0 5 5.2 41 42.3 46 47.4 1 1.0 Qi 

3 Mos 50 58.8 25 29.4 9 10.6 1 1.2 8f 

12 Mos 48 71.6 13 19.4 5 7.5 1 1.5 6; 

!4 Mos 19 55.9 11 32.4 2 5.9 2 5.9 34 

!4+ Mos 27 69.2 10 25.6 I 2.6 , 1 2.6 3E 

$6 Mos ;14 70.0 5 25.0 1 5.0 2c 

I8 Mos 2 100.0 2 

x: \ol inical \ sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Pain Rating Over Time 

Table 18 

IO:20 Wednesday, November 15, 2000 

----.------------------------------------------------------- STUDY-C -_________________._____________________-------------------- 

Device Type: Poly Liner Device Type: Poly Liner 

Pain Rating Pain Rating 

Totally Totally 
Not Noted Not Noted None None Slight Slight Mild Mild Moderate Moderate Marked Marked Disabled Disabled 

# # Pet # Pet # Pet # Pet # PGt # PGt # Pet # Pet # Pet # Pet # Pet # Pet # Pet Pet 

Interval Interval 
i i 

Pre OP Pre OP 2 2 2.1 2.1 9 9 9.3 9.3 40 40 41.2 41.2 45 45 46.4 46.4 I I 1.0 1.0 

6 Mos 6 Mos 49 49 68.1 68.1 12 12 16.7 16.7 8 8 11.1 11.1 2 2 2.8 2.8 1 1 1.4 1.4 

12 Mos 12 Mos 39 39 73.6 73.6 11 11 20.8 20.8 2 2 3.8 3.8 1 1 1.9 1.9 

24 Mgs 24 Mgs 28 28 75.7 75.7 5 5 13.5 13.5 2 2 5.4 5.4 2 2 5.4 5.4 

24+ Mos 24+ Mos 1 1 2.4 2.4 30 30 71.4 71.4 6 6 14.3 14.3 4 4 9.5 9.5 1 1 1 1 2.4 2.4 

36 Mos 36 Mos 1 1 4.5 4.5 ,,I6 ,,I6 72.7 72.7 4 4 18.2 18.2 1 1 4.5 4.5 
/ / 

40 Mos 40 Mos 1 1 50.0 50.0 1 1 50.0 50.0 ,' ,' 

Total 

# 

Qi 

7: 

5: 

3i 

4: 

2i 

i 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Limp Rating Over Time 

Table 19 , 

------------------._-----------------.-.--.--.----.--------- STUDY=A ____________________-------.--------.-------------------..-- 

Device Type: Poly Liner 

Limp Rating 

Not Noted None Slight Moderate Severe 

Pet # Pet # Pet # Pet # Pet # ------I Interval 

7 3.4 29 14.1 114 55.3 56 27.2 

3 1.6 36 19.5 95 51.4 45 24.3 6 3.2 

2 1.5 82 59.9 45 32.8 8 5.8 

Total 

# 

206 

46 

46 

x:\olinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Limp Rating Over Time Harris Hip Limp Rating Over Time 

Table 19 Table 19 

IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 

Device Type: Metal Liner Device Type: Metal Liner 

Limp Rating 

'Not Noted None Slight Moderate Severe Total 

# Pot # Pet # Pot # Pet # Pot # 

Interval 

Pre OP 5 5.7 7 8.0 16 18.4 32 36.8 27 31.0 87 

8 Week IO 11.8 25 29.4 29 34.1 16 18.8 5 5.9 85 

6 Mos 7 9.7 43. 59.7 17 23.6 5 6.9 72 ii2 

12 Mos 12 17.9 30 44.8 17 25.4 5 7.5 3 4.5 67 

24 Mos 3 8.1 ,31 83.8 1 2.7 1 2.7 1 2.7 37 

24+ Mos 2 4.7 38 88.4 1 2.3 1 2.3 I 2.3 43 

.' 
36 Mos / IO 100.0 1 10 

x:\cllnical\sasusers\mas\momreclass\tables\evtab2,sas 



Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 3 
Harris Hip Limp Rating Over Time 

Table 19 

------------------._----------------------------.----..----- STUDY-C -___-___-_-_____________________________-------------------- 

Device Type: Metal Liner 

Limp Rating Limp Rating 

Unable to Unable to 
Not Noted Not Noted None None Slight Slight Moderate Moderate Severe Severe Walk Walk Total Total 

I 

# # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # 

Interval Interval 

Pre OP Pre OP 1 1 1.0 1.0 IO IO 10.3 10.3 31 31 32.0 32.0 33 33 34.0 34.0 19 19 19.6 19.6 3 3 3.1 3.1 97 97 

6 Mos 6 Mos 55 55 64.7 64.7 23 23 27.1 27.1 7 7 8.2 8.2 85 85 

12 Mos 12 Mos 54 54 80.8 80.8 IO IO 14.9 14.9 3 3 4.5 4.5 67 67 

24 Mos 24 Mos 28 28 82.4 82.4 4 4 11.8 11.8 2 2 5.9 5.9 34 34 

24+ Mos 24+ Mos 1 1 2.6 2.6 31 31 79.5 79.5 7 7 17.9 17.9 8 8 39 39 

36 Mos 36 Mos I' I' 15 15 75.0 75.0 5 5 25.0 25.0 20 20 
/ / 

48 Mos 48 Mos 1 1 50.0 50.0 1 1 50.0 50.0 2 2 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Limp Rating Over Time 

Table 19 

IO:20 Wednesday, November 15, 2000 !iG 

Device Type: Poly Liner 

Limp Rating 

I I I I I I 

“IIcI”A.3 cu 

Not Noted None Slight Moderate Severe Walk I Total 
I I I I I I 

# Pet # Pet # Pet # Pet # Pet # Pet # I I I I 
Interval 

Pre OP 6 6.2 23 23.7 44 45.4 23 23.7 1 1.0 97 

6 Mos 1 1.4 48 66.7 16 22.2 7 9.7 72 

12 Mos 43 81.1 10 18.9 52 

24 Mos 27 73.0 7 18.9 3 8.1 37 

24+ Mos 35 83.3 5 11.9 2 ,4.8 42 

36 Mos I' 19 86.4 3 13.6 22 
/ 

18 Mos 1 50.0 1 50.0 2 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassifioation Petition 
Harris Hip Support Rating Over Time 

Table 20 

IO:20 Wednesday, November 15, 2000 

------------_-___-______________________-----------.-..--..- STUDy=A __.________________________^____________-------------------- 

Device Type: Metal Liner 

1 Support Rating 
I I I I I I I I I 

1 Not Noted 1 None / ""~~~~~"" ICane,mostIyI Crutch I 2 Canes 12 Crutches j 
Cane,long 

Not Noted None walks Cane,mostly Crutch 2 Canes 2 Crutches 

# # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pet # Pot Pot 

Interval Interval 

Pre OP Pre OP 109 109 49.8 49.8 27 27 12.3 12.3 62 62 28.3 28.3 5 5 2.3 2.3 1 1 0.5 0.5 12 12 5.5 5.5 

6 Week 6 Week 28 28 14.4 14.4 18 18 9.2 9.2 51 51 ‘26.2 ‘26.2 IO IO 5.1 5.1 2 2 1.0 1.0 50 50 25.6 25.6 

6 Mos 6 Mos 1 1 0.7 0.7 116 116 77.9 77.9 13 13 8.7 8.7 15 15 10.1 10.1 1 1 0.7 0.7 2 2 1.3 1.3 

12 Mos 12 Mos 100 100 89.3 89.3 6 6 5.4 5.4 6 6 5.4 5.4 

24 Mos 24 Mos 1 1 2.5 2.5 34 34 85.0 85.0 2 2 5.0 5.0 3 3 7.5 7.5 , , 

24+ Mos 24+ Mos 1 1 2.4 2.4 35 35 85.4 85.4 2 2 4.9 4.9 3 3 7.3 7.3 
/ / 

36 Mos 36 Mos 1 1 100.0 100.0 

Walker --I rota1 

195 

149 

112 

~ 

40 

41 

1 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassifioation Petition 
Harris Hip Support Rating Over Time 

Table 20 

IO:20 Wednesday, November 15, 2000 

-------.-----.-----_____________________----.---------.----- STUDY+ _____________._._._.....--...-...--..---.--...-..-------.---’ 

Device Type: Poly Liner 
I 

I Support Rating 

Cane, long 
Not Noted None walks Cane,mostly Crutch 2 Canes 

# Pet # Pet # Pet # Pet # Pot I# Pet 

Interval 

PI re 0P 1 1 1 991 48.11 281 13.61 641 31.11 31 1.51 11 O.! 
I I I I I I I I I I I I ! 

6 Week 
I I 1 321 17.31 131 7.01 391 21.11 151 8.11 11 O.! 

6 Mm 1 31 2.21 111~ 81.01 71 5.11 IO] 7.31 I] 0.71 11 0.; 
I I I I I I I I I ! ! I 

12 Mos 94 90.4 5 4.8 4 3.8 
I I I I I I 

24 Mos 43 93.5 2 4.3 , 
I 1 I I I I 1 I I 

24+ Mos 43 93.5 2 4.3 
I 

36 Mos 
I I I I I I I I I I I I 

1 1 2.2 46 2.2 46 

1 1 2.2 46 2.2 46 

x:\clinical\sasusers\mas\momreclass\tables \evtab2.sas 



Interval 

Pre OP 

I 

Metal/Metal Hip Reclassification Petition IO;20 Wednesday, November 15, 2000 s 
Harris Hip Support Rating Over Time 

Table 20 1 

------.----------.__-.--------------------------.-----.--.-- STUDYEB __.-_______________.______.__.______._____.-..------.-------- 

Device Type: Metal Liner / 

Support Rating I 
,I 

I I 
be, long '< 

Not /alks Cane,mostly Crutch i 
4 ; 

Cal: 
Noted None # 

# Pet # Pet # Pet # Pet # Pet 

8 Week 

8 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

I I I I I I I I I 

1 1.1 30 34.5 13 14.9 28 32.2 7 8.C 

6 7.1 12 14.1 23 27.1 12 14.1 11 12.2 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 % ; 
Harris Hip Support Rating Over Time 

Table 20 
, 

-----..-----------_____I________________-------------------- STUDy=C _________________________________ ____._____________--.------ 

Device Type: Metal Liner 

Support Rating 

I Not # _F Interval 

Pre 0P I 16 

6 Mos 1 

1 Pet 1 Pet I Pet 

/ 
50.0 1 50.0 

Crutch 

# Pet 

1 1.1 

3 3-j 

1 I.! 

I 

2 Canes 

# Pet 

_ 

2 2.1 

! Crutches 

# Pet 

5 5.: 

1 1.: 

1 I.! 

Walker 

# Pet 

1 1 *( 

Total 

# 

97 

85 

67 

34 

39 

20 

2 

x:\olinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition .10:20 Wednesday, November 15, 2000 
Harris Hip Support Rating Over Time 

Table 20 

-----.-----.-___________________________----.--------------- STUDY-C _________________.__----------------.--------.-------------- 

Device Type: Poly Liner 

Support Rating 

1 Cane,long 
walks Crutch /NOf 

3 Mos 1 41 5.61 631 87.! 
I I I I 

I 

12 Mos 1 1.9 49 92.! 

24 Mos 1 2.7 34 Ql.! 

Walker Total 

# Pet # 

I I. I 971 
3 72 

53 

37 

x:\olinicaL\sasusers\mas\momreclass\tables\evtab2.sas 
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Meta-l/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 G 
Harris Hip Distance Walked Rating Over Time C 

Table 21 

---------_______________________________-.--~--------------- STUDy=A _________ ________________________________I_______----------- 

1 
Device Type: Metal Liner 

Indoors 
Not Noted Unlimited 6 Blocks 2-3 Blocks only 

I Distance Walked 

# Pet # Pet H Pet # Pot # Pot 

Interval 

Pre OP 17 7.8 41 18.7 126 57.5 35 16.1 

6 Week 1 0.5 56 26.7 49 25.1 72 36.9 17 8,. 

6 Mos 2 1.3 109 73.2 22 14.8 16 10.7 

12 Mos 90 ,60.4 II 9.6 II 9.8 

24 Mos I 2.5 31 77.5 4 10.0 4 iq.0 

24+ Mos 24+ Mos 1 1 8.4 8.4 32 32 78.0 78.0 4 4 9.8 9.8 4 4 9.8 9.8 
I I 

36 Mos 36 Mos 1 1 ~00.0 ~00.0 

I Bed & Chair Total 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Distance Walked Rating Over Time 

Table 21 

Device Type: Poly Liner 

I I 

t- Not Noted 

Distance Walked 

# Pet 

Interval 

12 Mos I I 

24+ MO8 
/ 

36 Mos 
I I 

Indoors 
Unlimited 6 Blocks 2-3 Blocks only Bed & Chair Tota: 

# Pot # Pot # Pot # Pet # Pet # 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Distance Walked Rating Over Time 

Table 21 

IO:20 Wednesday, November 15, 2000 

------------------------------------------------- STUDy=B ______________._._._____________________-------------------. 

Device Type: Metal Liner 

Interval 

Pre OP 

6 Week 

6 Mos 

12 MoS 

24 Mos 

24+ Mea 

36 Mos 

Not Noted 

# Pet 

1 1.1 

6 7.1 

6 8.3 

5 7.5 

3 8.1 

4 9.3 

1 10.0 

30 34.5 37 42.! 

49 57.6 26 30.1 

5 2 5.4 37 

3 

~ 

2 4.7 43 

lo' 

x:\olinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Distance Walked Rating Over Time 

Table 21 

IO:20 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Distance WaLked 

t---- Not Noted 

I I # Pet # Pet 

Interval 

Pre OP 1 I.1 

6 Mos 

24 Mos 

24f Mos 

36 Mos ,. 

18 Mos 

Unlimited / 6 Blocks 12-3 Blocks / I:::;” 

# 1 Pet 1 Pet I Pet I # -/ -t&t- 

rota1 

97 

85 

67 

39 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Distance Walked Rating Over Time 

Table 21 

Device Type: Poly Liner 

Interval 

Pre OP 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

46 Mos 

Distance Walked 

Indoors Indoors 
Not Noted Not Noted Unlimited Unlimited 6 Blocks 6 Blocks 2-3 Blocks 2-3 Blocks only only Total Total 

# # Pet # Pet # Pet # Pet # Pot # Pot # Pet # Pet # Pet # Pet # 

IO IO 10.3 10.3 20 20 20.8 20.8 49 49 50.5 50.5 18 18 18.6 18.6 9i 9i 

17 17 77.3 77.3 1 1 4.5 4.5 4 4 16.2 16.2 2i 2i 

1 1 50.0 50.0 1 1 50.0 50.0 : : 

x:\clinical\sasusers\mas\momreolass\tables\evtab2.sas 



Device Type: Metal Liner 

I 
Interval 

Not Noted I -Normally -ITotalj 
I I I 

?-T--t- 
I 

Stair Rating 

Pre OP I I 12 5.5 ,‘,,::, 
6 Week .+ 701 35.91 1041 53.31 41 2.11 1951 ' 

I 1~ I I I I 

6 Mos ‘I 
I 

0.71 851 57.0 
I I 

12 Mos I 1 831 74.1 
------ 

11 2.51 311 77,5 

:::,‘:I 
24 Mos 41 IO.01 1 41 lO.Ol I I 4 

I I I I I I I I I I 
24+ Mos ,’ ‘I I 

2.41 321 78.0 
I I 

36 Mos 

I 

Metal/Metal Hip Reclhssifioation Petition 
Harris Hip Stair Rating Over Time 

Table 22 , 

IO:20 Wednesday, November 15, 2000 

--------------..._._____________________-------------------- STUD)‘+, _______.__.____._.__----..------.--.------------------------ 

x:\clinical\sasusers\mas\momreolass.\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Stair Rating Over Time 

Table 22 

IO:20 Wednesday, November 15, 2000 

----....-......--..-------~--------------------------------- STUDY+ _.______________________________________----..-..----....--. 

Device Type: Poly Liner 

Interval 

Pre OP 

B Week 

3 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

# 

2 1.1 19 10.3 

5 3.6 73 53.3 

73 70.2 

33 71.7 

I' 33 71,7 
c 

#air Rating 

Normally 
with rail Any method Unable 

I I 

I I I 

# 1 Pet 1 # I Pet I Pet 

Total 

# 

iO6 

185 

13i 

104 

4t 

42 

x:\olinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Stair Rating Over Time 

IO:20 Wednesday, November 15, 2000 z? ~ 

Table 22 

Device Type: Metal Liner 

Stair Rating 

I-- No-t Noted 

# Pet 

Interval 

9-e OP 

3 Week 

3 Mos 

12 Mos 

!4 Mos 

!4+ Mos 

36 Mos 

1 I,' 

6 7: 

6 6.: 

3 4.! 

1 2.; 

,, 1 2.: 

Normally 
Normally with rail Any method Unable Total 

# Pot # 

2 2.3 87 

1 1.2 85 

72 

67 

37 

43 

10 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassifioation Petition 
Harris Hip Stair Rating Over Time 

Table 22 

IO:20 Wednesday, November 15, 2000 

-------------.--_-_.........--~~-~.~.~~.........-........... STUDy=C . . . . . . . ..___________~.~..~~~.~..~~~.~..~~.~~~~.......~..~.~. 

Device Type: Metal Liner 

Stair Rating 

Normally 
Nat Noted Normally with rail Any method Unable Total 

# .Pct # Pet # Pot # Pot # Pet # 

Interval 

Pre OP 1 21 2.11 81 8.21 471 48.51 341 35.11 61 6.21 97 

6 Mos 6 Mos 57 57 67.1 67.1 26 26 30.6 30.6 1 1 1.2 1.2 1 1 1.2 1.2 81 81 

12 Mos 12 Mos 50 50 74.6 74.6 17 17 25.4 25.4 6i 6i 

24 Mos 24 Mos 25 25 73.5 73.5 9 9 26.5 26.5 34 34 

24+ Mos 1 1 1 301 76.91 91 23.11 1 1 1 1 1 3E 

36 Mos 5' 15 75.0 5- 25.0 2c 
/ 

48 Mos 2 100.0 : 

, 



Metal/Metal Hip Reclassification Petition 
Harris Hip Stair Rating Over Time 

lo:20 Wednesday, November 15, 2000 
0 - 
- 

Table 22 

_ Device Type; Poly Liner 

Tota. 

# 

Stair Rating 

Normally 
Not Noted Normally with rail 

# Pot # Pet # Pet 

Any method Unable 

# Pot # Pot 

1 5) 5.21 801 61.! 1 30 30.9 2 2: 

34.: 1 1.4 

2 3.8 le.! 

Interval 

Pre OP 9; 

7: 3 Mos 

12 Mos 

24 Mm 

14t Mm 

5: 

3; 24.: 

16.; 

1 2.; 

, 1 2.1 4: 

16 Mos 9.’ 2: 

i I8 Mos 

:. 



Metal/Metal Hip Reclassification Petition 
Harris Hip Socks/Tie Shoes Rating Over Time 

lo:20 Wednesday, November 15, 2000 

Table 23 

----------...---.........................................~.. STUDY+ . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..~......................--.... 

Device Type: Metal Liner 

Interval 

Pre OP 

6 Week 

8 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

Socks/Tie Shoes 

With 
Not Noted With ease difficulty Unable Total 

# Pot # Pot # Pot # Pet # 

22 10.0 161 73.5 36 16.4 219 

1 2.4 35 85.4 5 12.2 41 

1 100.0 1 100.0 0 0 1 1 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 10:20 Wednesday, November 15, 2000 Metal/Metal Hip Reclassification Petition 
Harris Hip Socks/Tie Shoes Rating Over Time Harris Hip Socks/Tie Shoes Rating Over Time 

10:20 Wednesday, November 15, 2000 

Table 23 Table 23 

--------------------........................................ --------------------........................................ STUDY=A STUDY=A .^.......................................................... .^.......................................................... 

Device Type: Poly Liner Device Type: Poly Liner 

Socks/Tie Shoes Socks/Tie Shoes 

With With 
Not Noted Not Noted With ease difficulty With ease difficulty Unable Unable Total Total 

# # Pot # Pot # Pet # Pet # Pet # Pet # Pot # Pot # 

Interval. Interval. 

Pre OP 16 Pre OP 16 7.8 152 73.8 38 ,18.4 206 7.8 152 73.8 38 ,18.4 206 

6 Week 6 3.2 6 Week 6 3.2 31 31 16.8 76 41.1 -72 38.9 16.8 76 41.1 -72 38.9 185 185 

6 Moe 5 3.6 6 Moe 5 3.6 97 97 70.8 29 21.2 6 70.8 29 21.2 6 4.4 .I 37 4.4 .I 37 

12 Mos 77 12 Mos 77 74.0 22.1 4 3,8 74.0 22.1 4 3,8 23 23 104 104 

24 Mos 31 67.4 15 32.6 46 

24t MO&3 31 67.4 15 32.6 46 

36 Mos 

x:\clinioal\sasueers\mas\momreclass\tables\evtab2,eas 



Metal/Metal Hip Reclassification Petition lo:20 Wednesday, November 15, 2000 m v- 
Harris Hip Socks/Tie Shoes Rating Over Time 

Table 23 h 

--------...--..--........................................... STUDy+j . .._....__.._____........................................... 

Device Type: Metal Liner 

Socks/Tie Shoes 

Unable I Total 
I I 

# Pot # 

--t-t 
8 9.2 87 

8 9.4 85 

1 I.4 72 

1 1.5 67 

37 

43 

10 

\evtab2.sas x:\clinical\sasusers\mas\momreclass\tables 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Socks/Tie Shoes Rating Over Time 

Table 23 

IO:20 Wednesday, November 15, 2000 

. . . . . . . . . . . . . . . . -..----..................................... STUDY4 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Device Type: Metal Liner 

I---- * I 

148 Mos 

Socks/Tie Shoes 

Not Noted 1 With ease / Unable -ITotal 



, 

Metal/Metal Hip Reclassification Petition lo:20 Wednesday, November 15, 2000 
Harris Hip Socks/Tie Shoes Rating Over Time C 

Table 23 

-..-----.................................. . . . . . . . . . . . . . . . . . . STUDy=C _ . . . . . . . ..~~................................................ 

Device Type: Poly Liner 

i 

Interval 

Pre OP 

x:\clinical\sasusere\mas\momreclass\tablee\evtab2,sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Sitting 

Unable 

#I- 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



““““““““““““““““““““““““““““” 

Metal/Metal Hip Reclassification Petition 
Harris Hip Sitting Rating Over Time 

Table 24 

IO:20 Wednesday, November 15, 2000 

Sitting 

r nigh 
Comfortable chair,l/2 

Not Noted 1 hour hour Unable Total 

l-----E Pet # Pet # Pet # Pot # 

Interval 1 
I 

Pre OP I 100 48.5 89 43.2 17 8.3 206 
I 

12 Mos I 
I 

1.6 
- 

3.6 

-- 

___----___---___-___----------- STUD’fkf+ “““““““““““““““““““““““““““” 

Type: Poly Liner 

“““““““““““““““““““““““““““““““” 

‘: 
‘_ 

: 
‘. 



, , 

Metal/Metal Hip Reclassification.Phition Metal/Metal Hip Reclassification.Phition 
Harris Hip Sitting Rating Over Time Harris Hip Sitting Rating Over Time 

Table 24 Table 24 

IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Interval 

Ve OP 

3 Week 

3 Mos 

12 Mos 

!4 Mos 

,4+ Mod 

36 Mos 

Sitting 

No1 
- 
# 

1 

6 
-Y---- 

6 

5 

3 

4 
- 

1 
- 

\evtab2.sas 



Metal/Metal Hip Reclassification Petition lo:20 Wednesday, November 15, 2000 

Device Type: Metal. Liner 

Interval 

Pre OP 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos) 

48 Mos 

Sitting 

I I High I 

Not Noted 
/Co;f;;:;ble 1 Gh;;;t 12 / Unable 

I 

I I 

# Pet # Pet 
“t I 

# Pet # Pet 

II 571 58.81 251 25.81 131 13.' 

iota: 

x:\clinical\sasusers\mas\momreolass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Sitting Rating Over Time 

IO:20 Wednesday, November 15, 2000 

Table 24 1 

----------"""""""""""""""""""""""""" ____--__________________ STUDY+ _________ ","""""""""""""""""""""""""""""""""""""""""""""""""" 

Device Type: Poly Liner 

Sitting 

48 MOS 

High 
Comfortable chair,l/S 

1 hour I hour 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Public Transport Rating Over Time 

Table 25 

IO:20 Wednesday, November 15, 2000. ii F 

Device Type: Metal Liner 

Public Transport 

‘--l---II 
3 1.5 191 97.E 

2 1.3 146 98.0 

112 100.0 

1 2.5 39 97.5 

I 2.4 40 97.6 

Pot able t 
enter 

4 1.1 

1 O.! 

1 0.; 

1 



I 

l-4 Metal/Metal Hip Reclassification Petition 
Harris Hip Public Transport Rating Over Time 

Table 25 

IO:20 Wednesday, November 15, 2000 

““““““““““““““““““““““““““““““““” 
__-_-_-_-___-_-_-__________ STUDY+ -______ 

.““““f”“““““““““““““““““““““““““”””””””””””””””“““““” 

Device Type: Poly Liner 1 



Metal/Metal Hip Reclassification Petition 
Harris Hip Public Transport Rating Over Time 

IO:20 Wednesday, November 15, 2000 

Table 25 

Device Type: Metal Liner 

I 36 Mos ' 

Public Transport 

x:\olinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Public Transport Rating Over Time 

Table 25 

lo:20 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Public Transport 

ia Mos 

Not able tc 
enter Tot@ 

85 

67 

34 

39 

20 

2 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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I 

Metal/Metal Hip Reclassification Petition 
Harris Hip Public Transport Rating Over Time 

Table 25 

IO:20 Wednesday, November 15, 2000 

------“--“““““““““““_________________L__”””””””““““” -___---- STUD’+C ____________________________ “_“““““““““““““““““““““““““““““” 

Device Type: Poly Liner 

Tota: 

42 

x:\clinical\sasusers\mas\momreclass\,tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Deformity Score Over Time Harris Hip Deformity Score Over Time 

IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 3 3 P P 

Table 26 Table 26 
, , 

------------------------------------------------------------ STUDy=A -____.__-__________.---------------------------------------- ------------------------------------------------------------ STUDy=A -____.__-__________.---------------------------------------- 

Device Type: Metal Liner Device Type: Metal Liner 

‘I 1 rota1 

# 

I Pre OP 1 111 5.01 481 21.9/ 1601 73.1 21s 

5 Week 1 181 a.21 71 3.61 1701 87.2 ISE 

I 3 Mos 1 51 3.4) 31 2.01 1411 94.6 149 

12 Mos 1 51 4.51 21 i.al 1051 93.8 112 
I I I 1 1 I 

: !4 Mos 3 7.5 1 2.5 P6 90.0 40 
I 

,I 1 
I 

31 
I 

: 14+ Mos 7.31 
I 

11 
I 

2.41 
I 

371 90.2 41 

i6 Mos 1 100.0 I 

x:\clinical\sasusers\mas\momreolass\tables\evtab2,sas x:\clinical\sasusers\mas\momreolass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition IO:20 Wednesday, Novhber 15, 2000 R 
Harris Hip Deformity Score Over Time Y 

Table 26 1 

""""""""""""""" """"""""""""""""""""""""" ----------_----_--__ STUDy=A __-____________________ 

Device Type: Poly Liner 

Interval 

Pre OP 

6IWeek 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 
/ 

36 Mos 

Deformity Score 

Not Noted 

# Pet 

7 3.e 

25 13.! 

9 6.1 

2 1 .! 

2 4.: 

2 4.: 

: ; 
,:‘.I :.’ : :.; ,.( .’ :, ,, 



I 

Metal/Metal Hip Reclassification Petition 
Harris Hip Deformity Score Over Time 

IO:20 Wednesday, November 15, 2000 

Table 26 

Device Type: Metal Liner 

,’ 

/ 

Deformity Score 

x:\clinioal\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Deformity Score Over Time 

IO:20 Wednesday, November 15, 2000 

Table 26 

[nterval. 

't-e 0P 

3 Mos 

I2 Mos 

!4 Mos 

!4+ Mos 

16 Mos 
/ 

18 Mos 

Deformity Score 

Absence of 
Deformity 1 C Not Noted teformity ITotal 

# Pet # Pet # 

al a.21 a91 9l.al 97 
I I I I 

1 I I a31 97.61 a5 

1 1 671.100.0) 67 

I 1 321 94.11 34 
I I I I 

I I I I 

I 1 11 50.01 2 
I I I i 



Metal/Metal Hip Reclassification Petition 
Harris Hip Deformity Score Over Time 

Table 26 

IO:20 Wednesday, November 15, ZOO0 

Device Type: Poly Liner 

Interval 

Pre OP 

6 Mos 

12 Mos 

24 Mos 

36 Mos 
II 
48 Mos 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Score Over Tine 

Table .27 

lo:20 Wednesday, November 15, 2000 

,---__-____--___________________________----.--- STUDYEA ____________________------*-.--.-.---------..--------------- 

Device Type: Metal Liner 

Range of Motion Score 

Not Noted 1 2 3 4 5 6 Total 

# Pet # Pet # Pet # Pet # Pet # Pet # Pet # 

Interval 

Pre OP 13 5.9 2 0.9 9 4.1 35 16.0 114 52.1 34 15.5 12 5.5 219 

6 Week 17 6.7 2 1.0 39 20.0 94 46.2 43 22.1 195 

6 Mos I 3 2.0 9 6.0 49 32.9 68 59.1 149 

12 Mos 3 2.7 4 3.6 26 23.2 79 70.5 112 

24 Mos 2 5.0 7 17.5 31 77.5 40 

24+ Mos 2 4.9 7 17.1 32 76.0 41 

36 Mos / I 100.0 1 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Score Over Time 

IO:20 Wednesday, November 15, 2000 

Table 27 

---------__-____________________________--------- SJ’UOy=A __ ____-__--__-_---__--------.-------.---- 

Device Type: Poly Liner 

Range of Motion Score 

Not Noted 1 2 3 4 5 6 1 

# Pet # Pet # Pet # Pet # Pot # Pet # Pet 

Interval 

I I I I I I I I I I I I I I I 

rota1 

206 

104 

i 

46 46 

46 46 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 
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2 

Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Score Over Time 

Table 27 

IO;20 Wednesday, November 15, 2000 z F- 

4 
--_-.--__-____ -------------------_--------------------.----- STUDYEB _ 

__-.---_.---_.-__---____________________------------------- 

Device Type: Metal Liner 

i__ 
Pre 0P 

Range of Motion Score 

Not Noted 2 3 4 I 5 I 6 Total 
I I I 1 I I 

# Pot # Pet # Pot # Pet # Pet # Pet # 

/ 

1 I.1 3 3.4 .23 26.4 47 54.0 13 14.9 87 

IO 11.8 2 2.4 26 30.6 25 2944 22 25.9 65 

IO 13.9 12 16.7 21 29.2 2s 40.3 72 

11 16.4 IO 14.9 11 16.4 35 52.2 67 

15 40.5 1 2.7 3 8.1 18 48.6 37 
4 

17 39.5 3 7.0 23 53.5 43 

4 40.0 6 60.0 IO 
I I 



, 

Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Score Over Time 

Table 27 6 

IO:20 Wednesday, November 15, 2000 

. ..-... ..-.-...-..............~.~.-.-.~~..~...~..~.~~.~...~. STUDY+ . . . .._.._....._.........~.~~~.~~..~.......~.~.....~........~ 

Device Type: Metal Liner 

Range of Motion Score 

Not Noted 2 3 4 5 6 # ---F Interval 

Pet # Pet # Pet # Pot # Pet # Pot 

3 3.1 9 9.3 41 42.3 37 38.1 7 7.2 

2 2.4 8 9.4 23 27,l 52 61.2 

2 3.0 15 22,4 50 74.6 

5.9 3 A.8 8 23.5 21 61.8 

3 23.1 2 5.1 7 17.9 21 53.8 

5 30.0 1 5.0 1 5.0 12 60.0 

I &Lo 1 50.0 

x:\olinical\sasuaers\mas\momreclass\tables\evtab2.sas 



Harris Hip Range of Motion Score Over'Time 
Table 27 

Device Type: Poly Liner 

Range of Motion Score 

# 

f 

Interval 

Pre OP 1 
I 

24+ Mos 12 

36 Mos E 

t 
48 Mos 1 

5 11.9 25 59.5 42 

2 9.1 15 68.2 22 

1 50.0 2 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

Table 28 

IO:20 Wednesday, November 15, 2000 

I I 
Flexion Flexion Flexion # ------I Interval 

Pre OP 

36 Mos - 1 1 

x:\olinical\sasusers\mas\momreclass\tables\evtab2,sas 
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Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

Table 28 

IO:20 Wednesday, November 15, 2000 

..-.....-.._..........-.........~..........~.....~. STUDy=A .._.. . . . . . . ..~.~....................-....................-.. 

I Device Type 

Metal Liner 

I 36 Mos 
I II 45.01 I 

ALL 

Abduction 

# ,Mean STD 

417 21.2 18.0 

350 34.9 15.5 

283 41.5 15.6 

216 42.1 14-P 

65 43.6 16.; 

86 43,8 16.f 

1 45.0 



, , 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time Harris Hip Range of Motion Degrees Over Time 

Table 28 Table 28 

IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 

. . ..-......_......... . . ..-......_......... . . . . . . ..-......_.....s.m.......s....s.. STUDY+, ..__. . . . . . . ..-......_.....s.m.......s....s.. STUDY+, ..__. --.....--...............-...-..-..~.-....-.-...-.--.... --.....--...............-...-..-..~.-....-.-...-.--.... 

hterval 

Device Type 

Metal Liner Pply Liner ALL 

Adduction Adduction Adduction 

# Mean STD # Mean STD # Mean STD 

x:\olinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

IO:20 Wednesday, November 15, 2000 

Table 28 

. ..-..--....._.... . . ..-...-.--..--.-.--...s......w..s......s STUDy=A __ . . . . . . . . ..-...-._....-.---.-.....-.........-.-..~......... 

Device Type 

Metal Liner Poly Liner ALL 

External Rotation External Rotation Ekternal Rotation 

# Mean STD # Mean STD. # Mean STD 

Interval 

x:\clinioal\sasusers\mas\momreclass\tables\evtab2,sas 



I I 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 IO:20 Wednesday, November 15, 2000 
Harris Hip Range of Motion Degrees Over Time Harris Hip Range of Motion Degrees Over Time 

Table 28 Table 28 

---.---.--.......-..............-...~....................... ST;Dy=A _..._.........._.._.~.........~.~.~....~..........~......... ---.---.--.......-..............-...~....................... ST;Dy=A _..._.........._.._.~.........~.~.~....~..........~......... 

nterval 

re OP 

Week 

Mos 

2 Mos 

4 Mos 

4+ Mos I’ 

6 Mos 

Device Type 

Metal Liner Poly Liner I ALL 

Internal Rotation Internal Rotation Internal Rotation I I I 

x:\clinical\sasusers\mas\momreclass\ta.bles\evtab2.sas 



I 

Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

IO:20 Wednesday, November 15, 2000 

Table 28 , 

. . . . . . ..-..._.....______________________ STUDY+ . . . . . . . . . . . . . . . . . . . . ..~..~.~.........~..........-~~...-..... 

I 36 Mos 

x:\olinical\sasusers\mas\momreclass\tables\evtab2.sas 



. . . . . 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time Harris Hip Range of Motion Degrees Over Time 

Table 28 Table 28 

IO:20 Wednesday, November 15, 2000 

Interval 

Device Type 

Metal Liner ALL 

Abduction Abduction 

# Mean STD # Mean STD 

Pre OP 86 16.0 11.0 86 16.0 11.0 

6 Week 76 31.8 11.4 76 31.8 Il.4 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Interval 

Pre OP 

6 Week 

6 Mos 

I 

Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

Table 28 

IO:20 Wednesday, November 15, 2000 

. ..-----....-....---.~......~....~~.... . ..-........._.._._.. ST(JDy=B . . . . . . . ..--....-...-.......-...................--.--...-.... 

1 

Device Type 

Metal Liter ALL 

X 

22 30.7 8.2 22~ 30.7 8.2 

26 32.3 8.2 26 32.3 8.2 

6 36.7 5.2 6 36.7 5.2 

\clinical\sasusers\mas\momreolass \tables\evtab2.sas 



. . . . . . . . . . . 

Metal/Metal. Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

Table 28 

IO:20 Wednesday, November 15, 2000 

. . . . . ..-................e..........m...... ,CjTUDy=B . . . . . 
. .._....._....._..._____________________.....--....-... 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



i 

Metal/Metal Hip Reclassification Petition 
Harris Hip Range of Motion Degrees Over Time 

IO:20 Wednesday, November 15, 2000 

Table 28 

-..-.-.-.-.-.....-..~....~........~.~. . .._..__..._._.....___ STUDY+) -.-.......-~-..._........~.*.~......--...-.........-.-...... 

Interval 

"re 0P 

3 Week 

3 Mos 

12 Mos 

!4 Mos 

!4+ Mos 

I6 Mos 

Device Type 

Metal Liner 

Internal Rotation 

# Mean STD 

86 5.3 8.C 

75 16.0 8.i 

63 18.2 9.E 

56 20.6 12.8 

22 26.8 8.2 

26 27.5 6.8 

6 27.5 7.6 



,  

Metal/Metal Hip Reclassification Petition IO:?0 Wednesday, November 15, 2000 
Harris Hip Range of Motion Degrees Over Time 

Table 26 

Metal Liner Poly Liner ALL I 

I Flexion I 
Flexion 

I 
Flexion 

I 
I I 

# Mean STD # Mean STD # Mean STD # Mean STD # Mean STD # Mean STD 

Interval Interval 
1 1 

Pre OP Pre OP 97 97 80.5 80.5 17.7 17.7 97 97 79.0 79.0 18.8 18.8 194 194 79.7 79.7 16.2 18.2 

6 Mos 6 Mos 63 63 94.6 94.6 12.5 12.5 72 72 94.1 94.1 16.2 16.2 155 155 94.3 94.3 14.3 14.3 

12 Mos 12 Mos 67 67 96.3 96.3 13.1 13.1 53 53 96.4 96.4 11.0 11.0 120 120 97.2 97.2 12.2 12.2 

24 Mos 24 Mos 32 32 93.9 93.9 13.0 13.0 31 31 97.1 97.1 12.1 12.1 63 63 95.5 95.5 12.5 12.5 
I I 

24t Mos 24t Mos 31 31 93.9 93.9 13.5 13.5 30 30 96.2 96.2 ' ' 9.2 9.2 61 61 96.0 96.0 11.7 11.7 

36 Mos 36 Mos ; ; 15 15 91.0 91.0 6.3 6.3 17 17 95.0 95.0 5.6 5.6 32 32 93.1 93.1 6.2 6.2 
l l 

46 Mos 46 Mos 1 95.0 1 9540 2 95.80 95.80 0.0 0.0 

Device Type 

x:\CliniCal\sasusers\mas\momreclass\tables\evtab2.sas 



I 

Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Range of Motion Degrees Over Time 

Table 26 

Interval 

Pre OP 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos ,’ 
/ 

46 Mos 

Device Type 

Metal Liner 

Abduction Abduction 

-# # Mean STD 
I I 

97 24.0 15.: 

83 39.3 12.! 

67 43.3 13.( 

32 45.0 15.1 

31 44.7 15.: 

15 49.2 12.1 
I I 

1 59.0 1( 

96 23,4 11.5 193 23.7 13.5 

71 40.6 13.6 154 39.9 13.0 

53 41.4 12.4 120 42.4 13.1 

31 45.9 13.9 63 45.4 14.6 
r I I I I 

30 45.7 ' 13.1 61 45.2 14.1' 

‘:1::,/“” 

x:\clinical\sasusers\mas\momreclass\tables\evtab2.sas 



Metal/Metal Hip Reclassif.i.cation Petition 
Harris Hip Range of Motion Degrees her Time Harris Hip Range of Motion Degrees her Time 

Table 28 Table 28 , , 

IO:20 Wednesday, November 15, 2000 

----.-mm- ----.-mm- --------------------------------------”.--.*------- STUDy=C --------------------------------------”.--.-------- STUDy=C . . . . ..__-.--.__-.--.-----------------------------..-.----..- . . . . ..___.--.___.--.-----------------------------..-.----..- 

Interval 

Pre OP 

6 Mos , 83 23.2 10.2 71 25.0 12.1 

12 Mos 67 26.1 13.5 53 25.9 11.1 

32 29.4 16.2 31 31.2 16.1 

30 31.0 17.2 30 29.3 t 16.: 

14 36.6 18.0 17 30.5 14-t 
I 

34 Mos 

!4+ Mos 

36 Mos , 
I 

18 Mos 

Device Type 

II 59.01 1 II 59.01 

ALL 

Adduction 

# Mean STD 

193 14.3 Il.! 

154 24.1 il.4 

120 27.i' 12: 

63 30.3 16.: 

60 30.2 16.l 

31 33.3 16.: 

2 59.0 0-f 

x:\clinical\sasusers\mas\momreclass\tabZes\evtab2.sas 



I 

Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 
Harris Hip Range of Motion Degrees Over Time 

Table 28 

Device Type 

Metal Liner Poly Liner ALL 

External Rotation External Rotation External Rotation 

x:\olinioal\sasusers\mas\momreclass\tables\evtab2.sas 



I 

Metal/Metal Hip Reclassification Petition IO:20 Wednesday, November 15, 2000 5: 
Harris Hip flange of Motion Degrees Over Time r 

Table 28 

----------------------.-------------.----------------.------ S-f’UDy=C ________________________________________--.-.-.------------- 

Device Type I 
I 

Metal Liner 

Internal Rotation 

tnterval 

# Mean STD 

3-e OP 97 11.5 14.c 

3 Mos 63 23.7 Ii,7 

12 Mos -67 27.7 14.7 

36 Mos ,, 15 35.5 IS.3 
I 

16 Mos 1 59.0 

Poly Liner ALL 

Internal Rotation Internal Rotation I I 

# 1 Mean 1 STD 1 # 1 h 

I I , 

x:\clinical\sasusers\mas\momreclass\tables\evtab2,sas 



Metal/Metal Hip Reclassification Petition IO:09 Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem 

Table 29 

------------------.--.---------.-----------------------.---- STUDY+ .____-.---_-________---------------------------------------- 

Device Type: Metal Liner 

Femoral Stem Subsidence 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

IO:09 Wednesday, November 15, 2000 

Table 29 

------.-------------____________________------------------.- STUDy=A ___________________________r____________-------------------- 

Device Type: Poly Liner 

Femoral Stem 

# Pot #- 

Interval 

6 Week 2 1.1 181 

6 Mos 6 Mos 1 1 0.7 0.7 139 139 

12 Moe 12 Moe 1 1 0.9 0.9 105 105 
I I 8 

I 

24 Mos 48 

24+ Mos 48 

36 Mos 36 Mos 

Pot 

98.9 

98.6 

99.1 

100.0 

- 

- 

- 



I 

Metal/Metal. Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 29 

IO:09 Wednesday, November 15, 2000 

-------------------------------.-------------------~-------- STUDY=8 ____..__________________________________-------------------- 

Device Type: Metal Liner 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 
,' 

1 

31 100.0 31 

37 100.0 1 37 

9 100.0 9 

/ 

I’ 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

lo:09 Wednesday, November 15, 2000 

Table 29 

-------------------______________ _._.__--_._.__._-_-________ STUDy=C _____________ ______--________-_______________________-.---.- 

Device Type: Metal Liner 

Total 

96 

80 

66 

33 

36 

15 

1 

x:\clinical\sasusers\mas\momreolass\tables\xrtab2.sas 



I 

Metal/Metal Hip Reclassifiedion Petition 
Radiographic Evaluation of the Femoral Stem 

Table 29 , 

IO:09 Wednesday, November 15, 2000 

Device Type: Poly Liner 

P 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 



. _ . _ - _ _ --------------_____-_______ 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 30 

IO:09 Wednesday, November 15, 2000 

Device Type: Metal Liner 

I I I 

# 

-+ Interval 

Femoral AadioLuoenc 



, 

Metal/Metal Hip Reclassificatiqn Petition IO:09 Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem 

Table 30 

h in 

--..,----m-_-m____ 
-------------_---___-----.---..--..------.. STUDY+ 

______________-____.____________________-------------------- 

Device Type: Poly Liner 

36 Mos 
I' I I 
/ 

x:\olinical\sasusers\mas\momreolass\tables\xrtab2.sas 



I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 30 

IO:09 Wednesday, November 15, 2000 

------------_______________________ 
__._-____________________ STUDY+ _ 

_______________.___-____________________------------------- 

Device Type: Metal Liner 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,sas 

, 



I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 30 

IO:09 Wednesday, November 15, 2000 

-------------_.._.__-.*.-...----.--.--- ___..__._______..._.. STUDy=C _____--.__._..-..__--.----.-...--------....---.------.--.-.- 

Device Type: Metal Liner 

r 
I Interval 

6 Week 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

48 Mos 
I 

T Femoral 

Not Dted 

Pet 

32 88.9 4 11.1 36 
0 

14 93.3 1 6.7 15 

1 100.0 1 

x:\0linical\sasusers\mas\momreclass\tabies\xrtab2,sas 
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, 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

IO:09 Wednesday, November 15, 2000 

Table 31 

-------------------_----------.---------------- _____________ STUD’,‘+, ______________________ __.___--___-__-._-.___________________ 

Device Type: Metal Liner 

Femoral Radiolucenc 



Table 31 , 
-----------------.--.----------.-------------- ____________-_ STlJDy=A _ _._------_-----___-..---.---.------.---------.------------- 

Device Type: Poly Liner 

Metal/Metal Hip Reclassification Petition IO:09 Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem 

Table 31 , 

-----------------.--.----------.-------------- ______________ STlJDy=A _ _.__-----_--_--____..---.---.------.---------.------------- 

Device Type: Poly Liner 

I 

I I 
Femoral Radiolucency (Lateral View) 

Not Noted No Yes 

47 97.9 I 2.1 

24t Mos 47 97.9 1 2.1 

36 Mos 

I’ / 

'otal 

# 

183 

48 

48 

X:\olinical\sasusers\mas\momreclass\tables \ xrtab2,sas 



Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

Table 31 Table 31 

IO:09 Wednesday, November 15, 2000 IO:09 Wednesday, November 15, 2000 

---------m-e______ ---------m-e______ 
-----.------_--__-______________________-- STUDY=8 -----.-----------------.----.------------- STUDY=8 

____-_________.._.___________I__________------..-...-.----.- ____-_________.._.___________I__________-~----..~...~.----.- 

Device Type: Metal Liner 

Femoral 
ladioluoency 

(Lateral 
View) 

Not Noted 1. . rota1 

# # Pot _) :nterval 

i Week 

i Mos 

2 Mos 

4 Mos 

4+ Mos 

6 Mos 

72 1OO.C 

-ssJ 
t 

61- 1oo.c 

31 loo.0 

37 .ioo.a 

9 100.0 

61 
4 )’ ” 31 

37 

3 9 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 



Metal/Metal Hip RecLassification Petition 
Radiographic Evaluation of the Femoral Stem 

IO:09 Wednesday, November 15, 2000 

Table 31 

Device Type: Metal Liner I 

Femoral Radiolucency (Lateral View) 

Not Noted 'No Yes Total 

# Pet .# Pet # Pet # 

I 

24+ Mos I 2.8 33 91,7 2 -5.6 36 
I 

36 Mos 1 6.7 13 86.7 1 6.7 15 

48 &OS 1 100.0 1 
L 

, 



, , 

Metal/M&al Hip Reclassification Petition Metal/M&al Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

-lo:09 Wednesday, November 15, 2000 -lo:09 Wednesday, November 15, 2000 

Table 31 Table 31 

---------------_-_______________________--- __--..-_-.______. STUDy=C -.-.------._-___-_______________________-------------------- 

Device Type: Poly Liner Device Type: Poly Liner 

Femoral Radiolucency (Lateral View) 

Not Noted No Yes Total 
I I I ! 

Interval 

# / Pot 1 # 1 Pot 1 # 1 Pet 1 # 

6 Week 94 98.9 1 1.1 95 

6 Mos 1 1.5 64 97.0 1 1.5 66 

12 Mos 48 92.3 4 7,7 52 
- 

24 Mos 1 3.2 27 87.1 3 9.7 31 

24t Mos 3 8.8 30 88.2 1 2.9 34 

36 Mos 3 18.6 11 68,8 2 12.5 16 

48 &OS 1 100.0 
I 1~ I I 

x:\O~iniCa~\sasusers\mas\momreclass\tables\xrtab2.sas x:\olinical\sasusers\mas\momreclass\tables\xrtab2.sas 





I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 32 

IO:09 Wednesday, November 15, 2000 

Device Type: Poly Liner 

Interval 

6 Week 1 

6 Mos 1 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

Pet 

0.5 

0.7 

)n of Shaft (AP View) 

No I Yes I I Total 

I I I I 1 

x:\clinioal\sasusers\mas\momreclass\tables\xrtab2.sas 



Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

‘Table 32 ‘Table 32 

IO:09 Wednesday, November 15, 2000 IO:09 Wednesday, November 15, 2000 

Device Type: Metal Liner 

x:\clinioal\sasusers\mas\momreclass\tables\xrtab2.sas 

I 

, 



-. 

I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation 05 the Femoral Stem 

Table 32 1 

IO:09 Wednesday, November 15, 2000 

---------------_-.-_____________________----.---.-------...- STUDy=C ____.___________________________________--------------.----- 

Device Type: Metal Liner 

L Interval 

Resorption of Shaft (AP View) 

lot Noted 1 No I Yes ITotal 

1 341 94.41, 21 5.61 361 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 
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Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

lo:09 Wednesday, November 15, 2000 x t-- 

Table 32 

-----.-------._-._______________________---..--------------” STUDY=C ______________________ ___________.____----__________________ 

Device Type: Poly Liner 

I Interval 



- - 

0 8 



1 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 33 

IO:09 Wednesday, November 15, 2000 

------...-----._----____________________--...-.------------- STUDY+, .._.______________._____________________-------------.-~---- 

Device Type: Poly Liner 

Interval 

6 Week 

6 Mos 

12 Mos 

24 Mos 

24t Mos 

36 Mos 

Resorption of Shaft (Lateral 
View) 

I I I 

4.8 100.0 ’ 46 
I I 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 



, , 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

Table 33 Table 33 

IO:09 Wednesday, November 15, 2000 IO:09 Wednesday, November 15, 2000 

Device Type: Metal Liner 

,’ 

/ 

nterval 

i Week 

i Mos 

2 Mos 

4 Mos 

4+ Mos 

6 Mos 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 33 

IO:09 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Resorption of Shaft (Lateral 
View) 

Not Noted No Yes Total 

# Pet # Pet # Pot # 

x:\clinical\ sasusers\mas\momreclass\tables\xrtab2.sas 



Metal/Metal Hip Reclassification Petition IO:09 Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem 

Table 33 

Device Type: Poly Liner 

1 
rota1 ---I 

31 
I 



I 

Metal/Metal Hip Reclassification Petition IO:09 Wedne&lay, November 15, 2000 
Radiographic Evaluation of the Femoral &em 

Table 34 

Device Type: Metal Liner 

Hypertrophy of Shaft (AP View) 

I I 

6 Week 

6 bos 

24 Mos 

36 Mos 

99.0 

Total 

# 

146 

36 

x:\clinical\sasusers\mas\momreolass\tables\xrtab2.sas’ 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 34 

IO:09 Wednesday, November 15, 2000 

----_------_------_-----------------.-------...--.---------- STUDY+ 
____.______-.__-____------.--------------------------------- 

Device Type: Poly Liner 

I Hypertrophy of Shaft (AP View) 

24+ Mos 1 1 t 4St100.01 t I.,-1- 
36 Mos I 

12 Mos 106 100.0 

!4 Mos 48 100.0 



, 

Table 34 

----_----.-----___-_____________________-.-....-----.------- STUDy=B .__ 
__________----._-__-____________________----------------- 

Device Type: Metal Liner 
- 

Hypertrop 

Interval 

6 Week 

6 Mos 

12 Mos 

24 Mos 

?4+ Mos 

36 Mos 

Not Noted 

w I-- 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 34 

IO:09 Wednesday, November 15, 2000 

Device Type: Metal Liner 

Hypertrophy of Shaft (AP View) 

Not Noted No Yes 

# Pot # Pet # Pet 

18 Mos 1 1oo.c 

x:\olinical\sasusers\mas\momreclass\tables\xrtab2.sas 



,,’ ,,’ 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

Table 34 Table 34 

iO:OQ Wednesday, November 15, 2000 iO:OQ Wednesday, November 15, 2000 

-.-m-e__ -.---.---.---..__________ 
___--_-__‘___.________I_____ STUDy=C 

___--.-_____-__-__ __.--_--_-__-.“_________________________~” 

Device Type: Poly Liner 

!4 Mos 27 87.1 4 12.9 

!4+ Mos 1 2.9 30 88.2 3’ 8.8 

'6 Mos 1 6.3 14 87.5 1 6.3 

8 Mos 1 100.0 

Tota 

Q! 

6( 

5: 

31 

34 

16 

1 



I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 35 

IO:09 Wednesday, November 15, 2000 

________.___________--------------.---------- e----m.-- _-____ STUDY=A ___ .____ ________________________________________------------ 

Device Type: Metal Liner 

Interval 

6 Week 

6 Mos 

12 MOS 

24 Mos 

24t MO6 

36 Mos 

N:, ;tI / # ;“,,, /‘“:“’ 

146 100.0 14t 

.2 1.6 110 96.2 11: 
, 

38 lOO,.O 31 
I 

39 100.0 3! 

1 100.0 

/ 

.’ 



Metal/Metal Hip Reclassification Petition lo:09 Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem 

Table 35 

Device Type: Poly Liner 

Hypertrophy of Shaft 
(Lateral View) I I 

1 Not Noted 1 No ITotal 

6 Mos 1 0.7 140 99.3 141 

12 Mos 106 100.0 106 

24 Mos 48 100,O 48 

24+ Mos 48 100.0 48 

36 Mos 



‘. ‘,..’ 
. . . . .:, 

..: .; 

:,: 1.; ; 

t 

Metal/Metal Hip Reclassification Petit@ 
Radiographic Evaluation of the Femoral Stem 

Table 35 

1O:OQ Wednesday, November 15, 2000 

______________________ STUDY=6 ._____-.----______._____________________-------------------- 

Device Type: Metal Liner 

x:\clinical\sasusers\mas\momreclasa\tables\xrtab2.sas 



--____-..--.---..___--------..------.--.-------------.--.--- STUDY=C ______.____________.___________I________--...-.-...-------.- 

Device Type: Metal Liner 

1 Hypertrophy of Shaft (Lateral View) 1 

Not Noted No Yes Total 
I I I I I I 

1 # 1 Pet 1 # 1 Pet I # I Pet I # 

18 Mos 1 100.0 1 

/ 

.’ 



I I 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

Table 35 Table 35 

IO:09 Wednesday, November 15, 2000 IO:09 Wednesday, November 15, 2000 

-e-.--m -e-.--m ------------------.-.........--------...-~-- STUDY=C _._-_-____---_-_--_-c___________________-----------~--.----- ------------------.-.........--------...-~-- STUDY=C _.____________-____-c___________________-----------~--.----- , , 

Device Type: Poly Liner 

HypeFtrophy of Shaft (Lateral View) 

I I 
Not Noted No Yes 

# Pot # Pet # Pet 

nfePVsl I I I I I 

rota1 

# 

95 

66 

52 

31 

34 

16 

1 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2.sas 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 36 

IO:09 Wednesday, November 15, 2000 

.-..----I-----__._.___ 
_-----_.___.______________________ 

STUDy=A ________ __.______.______________________________~ 
__----__-__ 

Device Type: Metal Liner 



I I 

Metal/Metal Hip Reclassification Petition Metal/Metal Hip Reclassification Petition 1O:OQ Wednesday, November 15, 2000 1O:OQ Wednesday, November 15, 2000 
Radiographic Evaluation of the Femoral Stem Radiographic Evaluation of the Femoral Stem 

Table 36 Table 36 

.----------.----.---------------.--------.-----.------------ STUDY+ ____________________-----..-.------.--..--.”-------.-------- ----------.----.---------------.--------.-----.------------ STUDY+ ____________________-----..-.------.--..--."-------.-------- 

Device Type: Poly Liner 

Endosteal Cavitation - Lysis (AP 
View) 

x:\clinical\sasusers\mas\momreclass\tables\xrtab2,sas 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

'lo:09 Wednesday, November 15, 2000 

Table 36 

---m-----em-._.___ ___-___- STUDy+j _____ --------.--..--_-__.___________________ _.----_-____-___ 

Device Type: Metal Liner - 

x:\clinical\sasusers\mas \momreclass\tables\xrtab2.sas 



-- __ 

.I 

I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Femoral Stem 

Table 36 

1O:OQ Wednesday, November 15, 2000 

Device Type: Metal Liner 
I I 

Endosteal Cavitation - Lysis (AP 
View) 

Not Noted No Yes Total 

# Pet # Pet # Pet # 

Interval 

6 Week 95 99.0 1 1.0 96 

6 Mos , 79 96.6 1 1.3 60 



Table 36 

---*-e-v -------e--m__-______ 
------------.-------------.----- STUDy=C _________.________________________ 

._----_---_---____-_______ 

Device.Type: Poly liner 

/ 

.’ 



Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Acetabular Cup 

IO:09 Wednesday, November 15, 2000 

Table 37 

---v---e ------..-_--_.___.__---------.-.--- 
-__--..__..__-___ STUDY+ ____________.___ 

_.______________________________________---- 

Device Type: Metal Liner 

x:\Ol.i.nical\sasusers\mas\momreclass\tables \xrtabe.sas 

_ ,... ...-.. -.,, _ _-.-. ^. 



-.a--.._ -----.---.._--..-___----..--..~-.~..~~ _---.__--__-__ STUDy=A ___._____ -__--__-_____-_.-___---.----- _---..-_-__-_-_-___.*- 1 
Device Type: Poly Liner 

r / 
.’ 

Interval 

6 Week 

6 Mos 

12 Mos 

24 Mos 

24+ Mos 

36 Mos 

I 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Acetabular Cup 

Table 37 

lo:09 Wednesday, November 15, 2000 
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;’ 

Metal/Metal Hip Reclassification Petition 
Radiographic Evaluation of the Acetabular Cup 

Table 37 

IO:09 Wednesday, November 15, 2000 

24 Mos 29 93.5 ? 6.5 

24+ Mos 1 2.7 32 66.5 4 10.8 

36 Mos 1 11.1 5 55.6 3 33.3 

----------.___________________ 
--------.--------------------- Sj=UDy=B ______ 

_-_-_-_-________.______I____ 
--------------.---_-______ 

Device Type: Metal Liner 

Acetabular Radiolucency (AP 
View) 

Total I Y 
.’ 

# 
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Metal/Metal Hip Reclassification petition 
Radiographic Evaluation of the Acetabular Cup 

lo:09 Wednesday, November 15, 2000 

Table 37 

Device Type: Metal Liner 

Acetabular Radiolucency (AP View) 

Not Noted No Yes Total 

# Pet # Pet # Pet # 

Interval 

6 Week 79 62.3 17 17.7 96 

3 v 

12 80.0 3 20.0 15 

46 Mos 'I 100.0 1 



.-_-____---_--_--________I________ ______ STUDy=C __.________.-.___---------.-------------- -- _-__ 

In 
Metal/Metal Hip Reclassification Petition IO:09 Wednesday, November 15, 2000 

Radiographic Evaluation of the Acetabular Cup 
Table 37 

Device Type: Poly Liner 

I I I 

Pet # Pet # Pet 
1 / rotal ,, 

i Mos 

4 Mos 

4+ MOS 

8 Mos 

82 86.3 13 13.7 

1.5 65 Q8.5 

31 91.2 3 8.8 

15 93.8 1 6.3 

1 100.0 
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